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This monthly feature is designed to help readers keep be removed. Efforts have been made to ensure the 
current on new drugs, new indications and dosage accuracy of the information; however, if there are any 
forms, and safety-related changes in labeling or use. questions, please let us know at hospitalpharma- 
Each month, new information will be added to the cy@drugfacts.com. 

table (Shown in bold type) and older information will 


NEW DRUGS APPROVED BY THE FDA: JANUARY 1, 1999-—JULY 23, 1999 


Generic Company Indication Dosage Date of Web Site for 
Name Form Approval Product Labeling 


Newly Approved 
Agents 


Human buffered Velosulin BR Novo Nordisk Use in external insulin Injection 7/99 
regular insulin infusion pumps and with 
(rDNA origin) U-100 insulin syringes 

for the treatment of 

diabetes mellitus 


Ketotifen Zaditor Ciba Vision Temporary prevention Eye drops 7/99 www.fda.gov. 
fumarate of itching of the eye cder/foi/label/ 


due to allergic 1999/21 066lbl.pdf 
conjunctivitis 


Pioglitazone Actos Takeda Improvement of glycemic Tablet 7/99 t 
control in patients with 
Type 2 diabetes as mono- 
therapy, or in combination 
with a sulfonylurea, metformin, 
or insulin when diet and the 
single agent does not result in 
adequate glycemic control 


(continued) 
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NEW DRUGS APPROVED BY THE FDA: JANUARY 1, 1999—JULY 23, 1999 (CONTINUED) 


Dosage Date Web Site for 
Form Approved Product Labeling 


Generic Indication 


Name 


Company 


Newly Approved 
Agents (continued) 


Alitretinoin Panretin 


Ligand Pharm. 


Cutaneous lesions Gel 
in patients with AIDS- 
related Kaposi’s sarcoma 


2/99 www.ligand.com 


Busulfan Busulfex 


Orphan Medical 


Combination with 
cyclophosphamide as 

a conditioning regimen 
prior to allogeneic hema- 
topoietic progenitor cell 
transplantion for chronic 
myelogenous leukemia 


Injection, IV 


2/99 www.fda.gov/cder/ 


foi/label/1999/ 
20954lbl.pdf 


Cilostazol Pletal 


Otsuka America 
Pharmaceutical 


Reduction of symptoms 
of intermittent 
claudication 


Tablet 


www.fda.gow/cder/ 
news/cilostazol/ 
default.htm 


Cytarabine liposome DepoCyt 


Depotech Corp. 


Intrathecal treatment 
of lymphomatous 
meningitis 


Injectable 


www.fda.gov/cder/ 
foi/label/1999/ 
21041 Ibl.pdf 


Denileukin diftitox © Ontak 


Ligand Pharm. 


Cutaneous T-cell 
lymphoma (CTCL) 


Injectable 


www.ligand.com 


Estradiol 
hemihydrate 


Vagifem 


Novo Nordisk 


Treatment of atrophic 
vaginitis 


Tablet, 
vaginal 


www.fda.gov/cder/ 
foi/label/1999/ 
20908lbl.pdf 


Hepatitis B Nabi-HB 


immune globulin 


Nabi Inc. 


Treatment following 

sexual exposure to 
hepatitis B surface 
antigen, household expo- 
sure to persons with acute 
hepatitis B virus infection, 
acute exposure to blood 
containing HBsAg, and peri- 
natal exposure of infants born 
to HBsAg-positive mothers 


Injection 


www.nabi.com/ 
pscibinfo1.html 


Hetastarch Hextend 


BioTime, Inc 


Treatment of 
hypovolemia during 
surgery 


Injectable 


www.fda.gov/cber/ 
products/hexbio 
033199.htm 


Interferon alfa-n1 Wellferon 


(lymphoblastoid) 


GlaxoWellcome 


Treatment of chronic 
hepatitis C in patients 
Z 18 years of age 
without decompensated 
liver disease 


Injectable 


www.fda.gov/cber/ 
products/ifnawel 
032599.htm 


Levalbuterol 


Xopenex 


Sepracor 


Treatment and 
prevention of 
bronchospasm 


Nebulizer 
solution 


www.fda.govw/cder/ 
foi/label/1999/ 
20837Ibl.pdf 


Lidocaine patch 5% Lidoderm 


Endo Pharm. 


Treatment of pain 
associated with 
post-herpetic neuralgia 


Patch 


www.endo.com 


Orlistat Xenical 


Roche 


Treatment of obesity 


Capsule 


www.xenical.com 


(continued) 
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NEW DRUGS APPROVED BY THE FDA: JANUARY 1, 1999—JULY 23, 1999 (CONTINUED) 


Generic 
Name 


Newly Approved 
Agents (continued) 


Company 


Indication 


Dosage 
Form 


Date 


Approved 


Web Site for 


Product Labeling 


Recombinant 
Factor Vila 


NovoSeven 


Novo Nordisk 


Treatment of 
hemophilia A or B 


Injection 


3/99 


www.fda.gov/cber/ 
label/viianov 
032599|b.pdf 


Rofecoxib 


Vioxx 


Merck 


Treatment of osteo- 
arthritis and short-term 
management of acute 
pain and dysmenorrhea 


Tablet; 
suspension 


5/99 


www.fda.gov/cder/ 
foi/label/1999/ 
21042lbl.pdf 


Rosiglitazone 


Avandia 


SmithKline 
Beecham 


Treatment of Type II 
diabetes mellitus; alone 
or in combination with 
metformin 


Tablet 


5/99 


www.fda.gov/ 
cder/foi/label/ 
1999/2107 1 Ibl.pdf 


Sodium ferric gluconate Ferrlecit 


complex in sucrose 
injection 


Schein Pharm. 


Iron deficiency 
anemia in patients 
undergoing chronic 
hemodialysis who 

are receiving 
supplemental 
erythropoietin therapy 


Injectable 


2/99 


www.fda.gow/cder/ 
foi/label/1999/ 
20955lbl.pdf 


Synthetic conjugated 


estrogens, A 


Cenestin 


Duramed 


Treatment of moderate- 
to-severe vasomotor 
symptoms associated 
with menopause 


Tablet 


3/99 


www.fda.gov/cder/ 
foi/label/1999/ 
20992lbl.pdf 


NEW DOSAGE FORMS AND INDICATIONS APPROVED BY THE FDA: 
MAY 1, 1999—JULY 23, 1999 


Generic Name 


New Dosage Forms 


Trade Name 


Company 


Indication 


Dosage Form 


Amprenavir 


Agenerase 


Glaxo Wellcome 


Treatment of HIV infections 


Oral solution 


Delavirdine 
mesylate 


Rescriptor 


Pharmacia & Upjohn 


Treatment of HIV infections 


200 mg tablet 


Ritonavir 


Norvir 


Abbott 


Treatment of HIV infections 


“Soft gelatin” 
capsule 


Cerivastatin 


Baycol 


Bayer 


Treatment of hyperlipidemia 


New strength: 
0.4 mg 


Estradiol 


Vivelle-Dot 


Novogyne Pharm. 


Treatment of the 
symptoms of 
menopause 


Transdermal 
patch 


Irbesartan/ 
hydrochlorothiazide 


Avalide 


Bristol-Myers 
Squibb/Sanofi 


Treatment of 
hypertension 


Tablet 


Malathion 5% 


Ovide 


Medicis Pharm. 


Treatment of head lice 
and their ova 


Lotion 


Oxybutynin 


Ditropan XL 


Alza 


Treatment of overactive 
bladder 


New strength: 
15 mg 
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NEW DOSAGE FORMS AND INDICATIONS APPROVED BY THE FDA: 
MAY 1, 1999—JULY 23, 1999 (CONTINUED) 


Generic Name Trade Name Company Indication Dosage Form Date 


New Indications 


Amoxicillin Amoxil SmithKline Beecham Twice daily dosing Capsules, 7/99 
approved for all indications tablets, 
for adults and children suspension 


Cefdinir Omnicef Parke-Davis 5-day dosing regimen Suspension 
(7 mg/kg BID) for the 
treatment of AOM 


Alendronate Fosamax Merck Treatment of steroid-induced Tablets 
bone loss in females and males 


Amifostine Ethyol US Bioscience Reduction of moderate to severe Injectable 
xerostomia in patients undergoing 
postoperative radiation therapy for 
head and neck cancer 


Dalteparin Fragmin Pharmacia & Upjohn Treatment of patients with life- Injection 
threatening unstable angina and 
non-Q-wave myocardial infarction 
for the prevention of ischemic 
complications in patients on 
concurrent aspirin therapy 


Doxorubicin, Treatment of metastatic carcinoma Injectable 
Liposomal of the ovary that is refractory to 
both paclitaxel and platinum-based 
chemotherapy 


Etanercept Enbrel Immunex Treatment of moderate to severely Injection 
active polyarticular-course juvenile 
rheumatoid arthritis in patients who 
have had an inadequate response to 
one or more disease modifying 
medications 


Fluticasone Cutivate Glaxo Dermatology Treatment of atopic dermatitis in Cream 
propionate infants 3 months of age or older 


Paroxetine Paxil SmithKline Treatment of social Tablet/ 
Beecham anxiety (social phobia) suspension 
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AGENTS PENDING FDA APPROVAL 


Generic Name 


Approvable Agents 


Trade Name 


Company 


Indication 


Atovaquone/ Proguanil 
hydrochloride 


Malarone 


Glaxo Wellcome 


Malaria prophylaxis and 
treatment 


Dipyridamole and 
Aspirin 


Aggrenox 


Boehringer 
Ingelheim 


To reduce the risk 

of nonfatal stroke 

in patients who have 
had transient ischemia 
or complete ischemic 
stroke 


Pantoprazole 


Protonix 


Wyeth Ayerst 


Intravenous—proton pump inhibitor 


Pantoprazole 


Protonix 


Wyeth Ayerst 


Tablet—proton pump inhibitor 


Beclomethasone 
dipropionate 


Qvar 


3M Pharm./ 
Hoechst Marion 
Roussel 


Management of 
asthma (ozone- 
friendly, pressurized 
metered dose inhaler) 


Budesonide Suspension 


Pulmicort Respules 


Astra Pharm. 


Asthma 


Dofetilide 


Tikosyn 


Pfizer 


Antiarrhythmic agent 


Levobupivicaine 


Chirocaine 


Chiroscience Group 


Long-acting local anesthetic 


Rabeprazole sodium 


Aciphex 


Eisai Inc. 


Gastric ulcer, 
duodenal ulcer, 
GERD, and GERD 
maintenance 


Rivastigmine 


Exelon 


Novartis 


Treatment of Alzheimer’s disease 


Temozolomide 


Temodal 


Schering Corp. 


Malignant glioma 


Recommended for Approval 


Epirubicin 


Ellence 


Pharmacia & Upjohn 


Treatment of locally 
advanced or metastatic 
breast cancer 


Zaleplon 


Sonata 


Wyeth Ayerst Labs. 


Insomnia 


Agents Not Recommended 


for Approval by an FDA 


Advisory Panel or the FDA 


Cyclosporine ophthalmic 
emulsion 


Restatis 


Allergan 


Treatment of moderate 
to severe cases of dry 
eye disease 


Agents Scheduled for Review 
by an FDA Advisory Panel 


Sirolimus 


Rapamune 


Wyeth Ayerst 


Prophylaxis or organ 
rejection in patients 
receiving renal transplants 
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MAJOR LABELING CHANGES OR “DEAR HEALTH PROFESSIONAL” LETTERS 


RELATED TO SAFETY: MAY 1, 1999—JULY 23, 1999 


Generic Name Trade Name 


Cisplatin Platinol & 


Platinol-AQ 


Company 


Bristol-Myers Squibb Avoid breast feeding; 


Warning Date 
5/99 
reports of malaise and asthenia 

in the postmarketing surveillance 


Web Site 


www.fda.gov/ 
medwatch/safety/ 
1999/may99.htm#platin 


Diethylpropion Tenuate 


Hoechst Marion 
Roussel 


Addition of BMI parameters to 5/99 
the indication; pulmonary 
hypertension and combined 

use with other anorectic agents 
added as contraindications; 
warning about avoiding use 

with other anorectic agents, 
over-the-counter weight loss 
preparations and herbal products; 
warning regarding pulmonary 
hypertension and valvular disease; 
avoidance of the product if the 
patient had received another 
anorectic agents within the 

prior year; warning regarding 

risk of dependence and with- 
drawal syndrome 


www.fda.gov/ 
medwatch/safety/ 
1999/may99.htm# 
tenuat 


Immune globulin 
www.fda.gov/cber/ 
IV (human) 


Venoglobulin-S 


Alpha Therapeutics 


Corporation 


Packages labeled with a storage 


temperature of “at or below 25C” 
should have the expiration date 
changed from 24 months to 

12 months after manufacture 


7/99 


fprecalls/igivalp 
070299.htm 


Lomefloxacin Maxaquin 


Searle 


Risk of phototoxicity is 
decreased with evening 
administration; convulsions 

may occur in patients treated 
with lomefloxacin even in 
patients with no predisposing 
factors; avoid taking at the 
same time as didanosine (Videx) 
chewable/buffered tablets 

or pediatric powder 


www.fda.gov/medwatch/ 
safety/1999/may99. 
htm#maxaqu 


Nelfinavir Viracept 


Agouron 


Redistribution and accumulation 5/99 
of body fat; drug interaction 
with efavirenz 


www.fda.gov/medwatch/ 
safety/1999/may99. 
htm#virace 


Zanosar 


Streptozocin 


Pharmacia & Upjohn 


Local inflammation following 5/99 


extravasation 


www.fda.gov/medwatch/ 
safety/1999/may99. 
htm#zanosa 


Tetravalent 
thesus-based 
rotavirus vaccine 


RotaShield 


Wyeth Lederle 


Intussusception warning 7/99 


www.cdc.gov/epo/ 
mmwr/preview/ 
mmwrhtml/mm 
4827a1 .htm 


Astemizole Hismanal 


safety/1999/hisman.htm 


Janssen 
Pharmaceutica 


Voluntary discontinuation 6/99 


of the manufacturing, distribution 


and marketing of astemizole 


www.fda.gov/medwatch/ 


www.fda.gov/bbs/topics/ 
answers/ans00961 .html 


Celecoxib Celebrex 


Searle 


Risk of bleeding when used 5/99 


in combination with warfarin, 


www/fda.gov/medwatch/ 
safety/1999/celebr. 
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MAJOR LABELING CHANGES OR “DEAR HEALTH PROFESSIONAL” LETTERS 
RELATED TO SAFETY: MAY 1, 1999—JULY 23, 1999 (CONTINUED) 


Generic Name Trade Name Company 
Janssen 


Pharmaceutica 


Cisapride Propulsid 


Warning Date 


Family history of congenital 6/99 
long QT syndrome and clinically 
significant bradycardia were 

added to the contraindications 

and boxed warning section of the 
labeling. Addition of grapefruit juice 
drug interaction. 


Web Site 


www.fda.gov/medwatch/ 
safety/1999/propul.htm 


Etanercept Immunex 


New warnings about the 5/99 
risk of developing an 

infection and a recom- 

mendation not to start 

etanercept during an 

active infection 


www.fda.gov/ 
bbs/topics/ 
answers/ans00954. 
html 


Immune globulin, 
intravenous 


Renal insufficiency and failure 6/99 


www.cdc.gov/epo/mmwr/ 
preview/mmwrhtml/ 
mm4824a3.htm 


Gynetics 


Levonorgesterol/ Preven 


Contraceptive 
Kit 


Ethinyl estradiol 


Removal of the black box 6/99 
warning regarding cardiovascular 
side effects 


www.fda.gov/cder/foi/ 
label/1998/20946lbl.pdf 


Pemoline Cylert Abbott 


Updated labeling regarding 6/99 
liver function monitoring and 

a “Patient Information/Consent” 

form 


www.fda.gov/medwatch/ 
safety/1999/cylert.htm 


Trovafloxacin/ Trovan Pfizer 
alatrofloxacin 


New safety data regarding 
liver injury and change in 
approved labeling to only 
situations where the patient 
has a serious and life- or limb- 
threatening infections; therapy 
will be done in an in-patient 
health care facility and the 
treating physician believes 
the benefit outweighs the risk 


www.fda.gov/cder/news/ 
trovan/trovan-advisory. 
htm 
www.fda.gov/bbs/topics/ 
answers/ans00958.html 
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DEFINITIONS OF CLASSIFICATIONS 


Approved agents 


These are agents that have been approved by the FDA for marketing in the United States. 


New dosage form 


These are agents that have been previously approved by the FDA for which a new dosage form or deliv- 
ery system has been approved. 


New indications 


These are agents that have been previously approved by the FDA, which have now received approval for 
a new indication. 


Approvable agent 


The FDA has granted these agents an approvable letter. Generally, an approvable letter is granted when 
the drug has met the requirements of the FDA for safety and effectiveness, but details need to be worked 
out regarding the product labeling, manufacturing, or postmarketing surveillance. 


Recommended for 
approval 


An FDA Advisory Panel has recommended this product for approval for marketing in the United States. 
However, this is the not final approval of the medicinal agent nor is the FDA obligated to follow the rec- 
ommendations of the Advisory Panel. 


Agents scheduled for 
review by an FDA 

ed 

Advisory Panel 


A new drug application (NDA) has been filed for this agent. It is scheduled for review by an FDA Advisory 
Panel to make a recommendation on whether the product should be approved for marketing in the Unit- 


States. 


Agents withdrawn 
because 


These agents have been voluntarily or involuntarily withdrawn from the market by the manufacturer 
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